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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -(e) the invention was described in (1) an application for 
patent, published under section 122(b), by another filed in the United States before the invention by 
the applicant for patent or (2) a patent granted on an application for patent by another filed in the 
United States before the invention by the applicant for patent, except that an international application 
filed under the treaty defined in section 351(a) shall have the effects for purposes of this subsection of 
an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-47 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Brumfield et al. (US Pat. 5,562,662). 

Brumfield et al. disclose a method for lateral insertion of an interspinous process 
implant comprising the steps of: accessing an upper and a lower spinous process 
laterally (Fig. 2)(column 5, lines 51-55) (column 9, lines 50-53); inserting the 
interspinous process implant (Fig. 2, ref. 20) between the spinous processes from a first 
lateral side of the spinous processes (Fig. 2)(column 9, lines 55-57, since in passing 
through the bores in ref. 29, it must pass from one side to the other side) and causing 
the interspinous process implant inserted by the inserting step to deploy adjacent a 
second lateral side of at least one of the upper and lower spinous processes (column 
10, lines 3-14). The definition of "deploy" according to the Merriam-Webster Online 
Dictionary is "to spread out, utilize, or arrange for a deliberate purpose." The device of 
Brumfield et al. can be considered to be deployed, since it is being utilized and arranged 
for a deliberate purpose (i.e. to draw the rods 21 together, column 10, lines 10-14) and 
is adjacent to the spinal processes on both sides (Fig. 2). The method further comprises 
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a step of distracting the spinous processes apart, since, as seen in Fig. 12, ref. 137 is 
placed in between ref. 142 and V1, which would necessarily distract the components 
(e.g. the spinous processes on adjacent vertebrae) that are adjacent to ref. 137, and the 
distracting step and the inserting step are done in any order. The method further 
comprises a step of distracting the spinous processes apart, where the distracting step 
and the inserting step are done simultaneously, since the step of inserting can be 
considered to include inserting refs. 137 into position as shown in Fig. 12. The insertion 
step causes a wing (Fig. 3C, ref. 27) to be positioned adjacent to the first lateral side of 
at least one of the spinous processes (Fig. 2, since refs. 27 are on both lateral sides). 
The causing step causes a wing (Fig. 3C, ref. 27) to be deployed adjacent to the second 
lateral side (Fig. 2, since refs. 27 are on both lateral sides) of at least one of the spinous 
processes. The insertion step causes a first wing (Fig. 3C, ref. 27) to be positioned 
adjacent to the first lateral side of at least one of the spinous processes (Fig. 2, since 
refs. 27 are on both lateral sides) and the causing step causes a second wing (Fig. 3C, 
ref. 27) to be deployed adjacent to at least one of the second lateral sides of the 
spinous processes (Fig. 2, since refs. 27 are on both lateral sides). 

Brumfield et al. disclose a method for lateral insertion of an interspinous process 
implant comprising the steps of accessing the spinous processes laterally (Fig. 
2)(column 5, lines 51-55) (column 9, lines 50-53); inserting the interspinous process 
implant (Fig. 2, ref. 20) between the spinous processes from a first lateral side of the 
spinous processes (Fig. 2)(column 9, lines 55-57, since in passing through the bores in 
ref. 29, it must pass from one side to the other side); urging the interspinous process 
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implant through to the second lateral side of the spinous processes (Fig. 2)[column 9, 
lines 55-57, since in passing through the bores in ref. 29, it must pass from one side to 
the other side, and must be pushed (e.g. urged) into position]; and causing the 
interspinous process implant inserted by the inserting step to deploy adjacent a second 
lateral side of at least one of the spinous processes (column 10, lines 3-14). The 
definition of "deploy" according to the Merriam-Webster Online Dictionary is "to spread 
out, utilize, or arrange for a deliberate purpose." The device of Brumfield et al. can be 
considered to be deployed, since it is being utilized and arranged for a deliberate 
purpose (i.e. to draw the rods 21 together, column 10, lines 10-14) and is adjacent to 
the spinal processes on both sides (Fig. 2). 

Brumfield et al. disclose a method for lateral insertion of an interspinous process 
implant comprising the steps of: accessing the spinous processes laterally (Fig. 
2)(column 5, lines 51-55) (column 9, lines 50-53); inserting the interspinous process 
implant (Fig. 2, ref. 20) between the spinous processes from a first lateral side of the 
spinous processes (Fig. 2)(column 9, lines 55-57, since in passing through the bores in 
ref. 29, it must pass from one side to the other side); and positioning the interspinous 
process implant inserted in the inserting step (column 10, lines 10-14), where the 
interspinous process implant extends from a second lateral side (Fig. 2, since it extends 
along both lateral sides). The method further comprises a step of distracting the spinous 
processes apart, since, as seen in Fig. 12, ref. 137 is placed in between ref. 142 and 
V1 , which would necessarily distract the components (e.g. the spinous processes on 
adjacent vertebrae) that are adjacent to ref. 137, and the distracting step and the 
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inserting step are done in any order. The method further comprises a step of distracting 
the spinous processes apart, where the distracting step and the inserting step are done 
simultaneously, since the step of inserting can be considered to include inserting refs. 
137 into position as shown in Fig. 12. The insertion step places an interspinous process 
implant member (Fig. 2, ref. 38) adjacent to the first lateral side of at least one of the 
spinous processes. The interspinous process implant member is selected from a wing, 
an arm, a leg (Fig. 2, ref. 38), and a hook. The positioning step places an interspinous 
process implant member (Fig. 2, ref. 38) adjacent to the second lateral side of at least 
one of the spinous processes (Fig. 2). The interspinous process implant member is 
selected from a wing, an arm, a leg (Fig. 2, ref. 38), and a hook. 

Brumfield et al. disclose a method for the lateral insertion of an interspinous 
process implant, where the steps of inserting the interspinous process implant 
comprise: accessing the spinous processes laterally (Fig. 2)(column 5, lines 51-55) 
(column 9, lines 50-53); inserting the interspinous process implant (Fig. 2, ref. 20) 
laterally between the spinous processes (Fig. 2, near ref. 38), said interspinous process 
implant comprising a body (Fig. 2, refs. 21 and 38) having a deployable interspinous 
process implant member (Fig. 2, ref. 38 and ref. 21 on one side of processes); and 
deploying the implant member (column 10, lines 3-14), where the implant member 
extends from a second lateral side of the spinous processes. The method further 
comprises a step of distracting the spinous processes apart, since, as seen in Fig. 12, 
ref. 137 is placed in between ref. 142 and V1, which would necessarily distract the 
components (e.g. the spinous processes on adjacent vertebrae) that are adjacent to ref. 
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137, and the distracting step and the inserting step are done in any order. The method 
further comprises a step of distracting the spinous processes apart, where the 
distracting step and the inserting step are done simultaneously, since the step of 
inserting can be considered to include inserting refs. 137 into position as shown in Fig. 
12. The insertion step places an interspinous process implant member (Fig. 2, ref. 38 
and ref. 21 on one side of processes) adjacent to the first lateral side of at least one of 
the spinous processes (Fig. 2). The interspinous process implant member is selected 
from a wing, an arm, a leg (Fig. 2, ref. 38 and ref. 21 on one side of processes), and a 
hook. The deploying step places an interspinous process implant member (Fig. 2, ref. 
38 and ref. 21 on one side of processes) adjacent to the second lateral side of at least 
one of the spinous processes (Fig. 2). The interspinous process implant member is 
selected from a wing, an arm, a leg (Fig. 2, ref. 38 and ref. 21 on one side of 
processes), and a hook. The step of inserting further comprises using at least one tool 
(column 9, lines 65-67, i.e. driving tool) for lateral insertion of the interspinous process 
implant (Fig. 2). 

Brumfield et al. disclose a method for the lateral insertion of an interspinous 
process implant, where the steps of inserting the interspinous process implant 
comprise: accessing the spinous processes laterally (Fig. 2)(column 5, lines 51-55) 
(column 9, lines 50-53); and inserting the interspinous process implant (Fig. 2, ref. 20) 
laterally between said spinous processes (Fig. 2, near ref. 38), said interspinous 
process implant comprising: a body (Fig. 2, refs. 21 and 38) adapted to be placed 
between spinous processes (Fig. 2, ref. 38), where the body has a proximal end (Fig. 2, 
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end near ref. 38) and a distal end (Fig. 2, end opposite proximal end); and a distraction 
guide (Fig. 2, ref. 25) extending from the distal end of the body. The method further 
comprises a step of distracting the spinous processes apart, since, as seen in Fig. 12, 
ref. 137 is placed in between ref. 142 and V1, which would necessarily distract the 
components (e.g. the spinous processes on adjacent vertebrae) that are adjacent to ref. 
137, and the distracting step and the inserting step are done in any order. The method 
further comprises a step of distracting the spinous processes apart, where the 
distracting step and the inserting step are done simultaneously, since the step of 
inserting can be considered to include inserting refs. 137 into position as shown in Fig. 
12. The step of inserting further comprises using at least one tool (column 9, lines 65- 
67, i.e. driving tool) for lateral insertion of the interspinous process implant (Fig. 2). The 
interspinous process implant further comprises at least one wing (Fig. 2, any of refs. 
25). 

Brumfield et al. disclose a method for the lateral insertion of an interspinous 
process implant, where the steps of inserting the interspinous process implant 
comprise: accessing the spinous processes laterally (Fig. 2)(column 5, lines 51-55) 
(column 9, lines 50-53); and inserting the interspinous process implant laterally between 
said spinous processes (Fig. 2, portion near ref. 38), said interspinous process implant 
comprising: a central body (Fig. 2, refs. 21 and 38) with a proximal end (Fig. 2, end near 
ref. 38) and a distal end (Fig. 2, end opposite proximal end) , said central body having a 
longitudinal axis (along the length of the body); a sleeve (Fig. 12, refs. 115, 137 and 
135) associated with the central body (Fig. 12), where the sleeve is adapted to be 
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placed between spinous processes; and a distraction guide (Fig. 2, ref. 25) extending 
from the distal end of the central body (Fig. 2). The method further comprises a step of 
distracting the spinous processes apart, since, as seen in Fig. 12, ref. 137 is placed in 
between ref. 142 and V1 , which would necessarily distract the components (e.g. the 
spinous processes on adjacent vertebrae) that are adjacent to ref. 137, and the 
distracting step and the inserting step are done in any order. The method further 
comprises a step of distracting the spinous processes apart, where the distracting step 
and the inserting step are done simultaneously, since the step of inserting can be 
considered to include inserting refs. 137 into position as shown in Fig. 12. The step of 
inserting further comprises using at least one tool (column 9, lines 65-67, i.e. driving 
tool) for lateral insertion of the interspinous process implant (Fig. 2). The interspinous 
process implant further comprises at least one wing (Fig. 2, any of refs. 25). 

Brumfield et al. disclose a method for the lateral insertion of an interspinous 
process implant, where the steps of inserting the interspinous process implant 
comprise: accessing the spinous processes laterally (Fig. 2)(column 5, lines 51-55) 
(column 9, lines 50-53); and inserting the interspinous process implant (Fig. 2, ref. 20) 
laterally between said spinous processes (Fig. 2, portion near ref. 38), said interspinous 
process implant comprising: a central body (Fig. 2, refs. 21 and 38) with a proximal end 
(Fig. 2, end near ref. 38) and a distal end (Fig. 2, end opposite proximal end), said 
central body having a longitudinal axis (the axis along the length of the device); a wing 
(Fig. 2, ref. 25) located at the proximal end of the central body; a sleeve (Fig. 12, ref. 
115) associated with the central body, where the sleeve is adapted to be placed 
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between spinous processes; and a distraction guide (Fig. 2, ref. 25) extending from the 
distal end of the central body. The method further comprises a step of distracting the 
spinous processes apart, since, as seen in Fig. 12, ref. 137 is placed in between ref. 
142 and V1, which would necessarily distract the components (e.g. the spinous 
processes on adjacent vertebrae) that are adjacent to ref. 137, and the distracting step 
and the inserting step are done in any order. The method further comprises a step of 
distracting the spinous processes apart, where the distracting step and the inserting 
step are done simultaneously, since the step of inserting can be considered to include 
inserting refs. 137 into position as shown in Fig. 12. The step of inserting further 
comprises using at least one tool (column 9, lines 65-67, i.e. driving tool) for lateral 
insertion of the interspinous process implant (Fig. 2). The interspinous process implant 
further comprises a second wing (Fig. 12, ref. 25) located near the distal end of the 
central body. 

Brumfield et al. disclose a method for the lateral insertion of an interspinous 
process implant, where the steps of inserting the interspinous process implant 
comprise: accessing the spinous processes laterally (Fig. 2)( column 5, lines 51-55) 
(column 9, lines 50-53); and inserting the interspinous process implant laterally between 
said spinous processes (Fig. 2, portion near ref. 38), said interspinous process implant 
comprising: a body (Fig. 2, refs. 21 and 38) adapted to be placed between spinous 
processes, the body having a proximal end (Fig. 2, end closer to ref. 38) defining a first 
saddle (Fig. 2, ref. 28, top right), and a distal end (Fig. 2, end further from ref. 38) 
defining a second saddle (Fig. 2, ref. 28, top left); and the first saddle and the second 
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saddle are adapted to receive adjacent spinous processes. The method further 
comprises a step of distracting the spinous processes apart, since, as seen in Fig. 12, 
ref. 137 is placed in between ref. 142 and V1 , which would necessarily distract the 
components (e.g. the spinous processes on adjacent vertebrae) that are adjacent to ref. 
137, and the distracting step and the inserting step are done in any order. The method 
further comprises a step of distracting the spinous processes apart, where the 
distracting step and the inserting step are done simultaneously, since the step of 
inserting can be considered to include inserting refs. 137 into position as shown in Fig. 
12. After the insertion step the method further comprises a step of positioning the 
interspinous process implant (column 10, lines 10-14) between the spinous processes 
(Fig. 2, near ref. 38). The interspinous process implant further comprises positioning 
means (Fig. 2, refs. 25), where the positioning means retain the interspinous process 
implant between the spinous processes to limit extension and allow flexion. The 
positioning means is a tether (Fig. 2, refs. 25). The positioning means is a pin (Fig. 2, 
refs. 25). The positioning means is at least one arm extending from the proximal end 
and distal end of the interspinous process implant (Fig. 2, refs. 25). The positioning 
means further comprises a tether (Fig. 2, refs. 25). The step of inserting further 
comprises using at least one tool (column 9, lines 65-67, i.e. driving tool) for lateral 
insertion of the interspinous process implant. 

Response to Arguments 
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Applicant's arguments filed 05/01/2007 have been fully considered but they are 
not persuasive. 

With regard to Applicant's argument that Brumfield does not disclose lateral 
insertion of an interspinous process implant, the Examiner respectfully disagrees. The 
spinous process implant of Brumfield is located on the lateral sides of the spine (Fig. 2), 
therefore Brumfield discloses lateral insertion of an interspinous process implant, since 
if the device is to be implanted laterally with regard to the spine it first must be inserted 
laterally. 

Specifically with regard to Applicant's arguments directed towards Fig. 2 and 
column 5, lines 55-57, there is a portion of the implant that is referred to by Brumfield as 
ref. 38, or a transverse connector. This connector is configured to pass through stem 
bores of rod connectors 29 engaged to each of the two rods (column 9, lines 55-57) as 
stated in the previous Action. This means that at some point the transverse connector 
must be passed through one of the bores of one rod connector and across and into the 
bore of the other rod connector. Logically, this step can take place before or after the 
longitudinal rods of ref. 21 have been implanted in the body. The disclosure of Brumfield 
suggests that this step takes place after the initial implantation of the rods of ref. 21 . In 
column 13, claim 1, the method begins with (1) implanting several fixation elements... 
and (2) implanting a spinal rod... Dependent claim 5 then claims steps of (1) implanting 
a transverse connector and (2) connecting a transverse connector to the spinal rod. 
Since claim 5 states that the transverse connector is implanted and then connected to 
the spinal rod, this means that there must already be a spinal rod (or rods, since the 
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transverse connector is disclosed as connecting two rods, as in Fig. 2) present in the 
body adjacent the spine. Since the transverse connector is placed through the bores of 
the rod connectors, the only path which the transverse connector can take is to initially 
be placed on one side of the spine, be pushed through a bore of one of the rod 
connectors, continue to be pushed towards the other bore of the connector, which will 
cause the implant to follow a path between the upper and lower spinous processes (Fig. 
2), and then to finally be received in the other bore of the other connector. Then the 
implant can be deployed as stated in the above rejections. 

With regard to Applicant's argument that the device is not deployed, the 
Examiner respectfully disagrees. The Examiner asserts that the deployment of the 
device of Brumfield is consistent with the plain meaning of the word deployed as shown 
above from the definition of "deploy". 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 



\ 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jerry Cumberledge whose telephone number is (571 ) 
272-2289. The examiner can normally be reached on Monday - Friday, 8:30 AM - 5:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




